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CONTACT: Edward F. Kent, Vice President, Regulatory Affairs
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NAME OF DEVICE
CLASSIFICATION NAME: Staple, Fixation, Bone

COMMON NAME: Appliance for reconstruction of bone to soft tissue
PROPRIETARY NAME: MITEK MICRO ANCHOR

PREDICATE DEVICE: SUTURE

DESCRIPTION OF DEVICE

FUNCTION
Fixation of USP #4/0 suture below bone surface.

DEVICE DESIGN
The Mitek Micro Anchor is 3.7mm in length by 1.3mm in diameter. Itis
manufactured from Titanium 6Al 4V and uses a Nitinol arc. It is similar
in design to the Mitek Gl Mini Anchor. The same methods of
manufacturing and assembly are used for the Micro Anchor as those
used for manufacturing all other Mitek metal Anchors. The Mitek Mini

Anchor design was first cleared to market by US FDA in K915089 and
K930892.

MATERIAL USED

The Mitek Micro Anchor delivery system consists of a Mitek Micro
Anchor, a drill bit, and an inserter.

INTENDED USE

The device is used to anchor suture into bone . The suture is subsequently
used by the surgeon to reattach the repositioned/injured soft tissue to bone.
The purpose of this 510(k) submission is to obtain clearance for the Mitek
Micro Anchor for the collateral ligament(s) around the (PIP) joint. The
intended use is the same as the predicate device, i.e., suture, when used to
approximate soft tissue to bone during a period of rehabilitation.

COMPARISON TO PREDICATE DEVICE

It has greater strength than USP #4/0 suture, and is the same "design" as the
Mitek Mini Anchor.



